.é DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
».

Food and Drug Administration
Washington, DC 20204

DEC | 1 1998
1.297 98 DEC 18 fD 27

Eric E. Tucker, Esq.

Ramsey, Cook, Looper & Kurlander LLC
The IKON Building

Suite 250

101420 Little Patuxent Parkway
Columbia, Maryland 21044

Dear Mr. Tucker:

This is in response to your letter of December 1, 1998 to the Food and Drug
Administration (FDA) pursuant to 21 U.S.C. 343(r)(6) (section 403(r)(6) of the Federal
Food, Drug, and Cosmetic Act (the Act)) on behalf of the Sumer Distributing
Company, Houston, Texas. Your submission states that Sumer Distributing Company
is marketing a product that it asserts is a dietary supplement and that bears the claim
“...it is taken under the tongue for 3 minutes before swallowing. It has been proven
that by taking nutrients under your tongue the absorption into your circulatory system is
90 - 95% vs. only 5 - 10% when swallowed.”

This statement in the labeling indicates that your product is intended for use as a
sublingual, which would mean that it would not meet the statutory definition of a
dietary supplement contained in 21 U.S.C. 321(ff), and therefore, could not be
marketed as a dietary supplement.

The term "dietary supplement” is defined in 21 U.S.C. 321(ff). 21 U.S.C. 321(ff)
provides that the term means a product (other than tobacco) intended to supplement the
diet that bears or contains a vitamin, a mineral, an herb or other botanical, an amino
acid, a dietary substance for use by man to supplement the diet by increasing the total
dietary intake, or a concentrate, metabolite, constituent, extract, or combination of any
of the above ingredients. 21 U.S.C. 321(ff) further states that dietary supplements are
intended for ingestion in a form described in 21 U.S.C. 350(c)(1)(B)(i) or in
compliance with 21 U.S.C. 350(c)(1)(B)(ii), are not represented as conventional food or
as a sole item of a meal or the dietary, and are labeled as a dietary supplement.

The quoted labeling statement indicates that Renaissance Sun Powered Energy Blend
is not a product “intended for ingestion.” As stated above, the definition of dietary

supplement in 21 U.S.C. 321(ff) states that a dietary supplement is a product “intended
for ingestion.” The term “ingestion” has been addressed by the court in United States

v. Ten Cartons. Ener-B Nasal Gel, 888 F. Supp. 381, 393-94 (E.D.N.Y.), aff’d, 72
F.3d 285 (2d Cir. 1995), which states:
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The ordinary and plain meaning of the term “ingestion” means to take into the
stomach and gastrointestinal tract by means of enteral administration. See
Stedman’s Medical Dictionary (4th Lawyer’s Ed. 1976) (defining ingestion as
the “introduction of food and drink into the stomach.”); Webster’s Third New
International Dictionary (1976) (defining ingestion as “the taking of material (as
food) into the digestive system.”)...

The interpretation of the term “ingestion” to mean enteral administration into
the stomach and gastrointestinal tract is also supported by the language of the
statutory sections immediately preceding and following section 350(c)(1)(B)(ii).
Section 350(c)(1)(B)(i) states that the vitamin must be intended for ingestion in
tablet, capsule or liquid form. Each of these forms denotes a method of
ingestion that involves swallowing into the stomach. Section 350(c)(2) states
that a food is intended for ingestion in liquid form under section 350(c)(1)(B)(i)
“only if it is formulated in a fluid carrier and is intended for ingestion in daily
quantities measured in drops or similar small units of measure.” This
elaboration of “liquid form” also denotes ingestion by swallowing the fluid.

Therefore, because the term “ingestion” means introduced into the gastrointestinal
tract, a product introduced into the mouth and from which the ingredients are absorbed
trans-mucosally prior to ingestion is not subject to regulation as a dietary supplement
because it is not “intended for ingestion.” Moreover, the product’s labeling contains
claims for the product for example, that it is intended for “supporting the immune
system”, that are subject to 21 U.S.C. 321(g)(1)(C), and that may subject the product
to regulation under the drug provisions of the Act.

Please contact us if you require further assistance.

Sincerely,

Lynn A. Larsen, Ph.D.
Director
Division of Programs and Enforcement Policy
Office of Special Nutritionals
Center for Food Safety
and Applied Nutrition
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Copy:

Mr. Jonathan Katzen

President

Sumer Distributing Company
10801 Hammerly Blvd., Suite 150
Houston, Texas 77043

Copies:

FDA, Center for Drug Evaluation and Research, Office of Compliance, HFD-300
FDA, Office of the Associate Commissioner for Regulatory Affairs, Office of
Enforcement, HFC-200

FDA, Baltimore District Office, Office of Compliance, HFR-MA240

cc:

HFA-224 (w/incoming)
HFA-305 (docket 97S-0163)
HFS-22 (CCO)

HFS-456 (file)

HFS-450 (r/f, file)

HFD-310 (BWilliams)
HFD-314 (Aronson)

HFS-600 (Reynolds)
HFS-605 (Bowers)

GCF-1 (Dorsey, Nickerson)
r/d:HFS-456:RMoore:12/8/98
Init:GCF-1:DDorsey:12/10/98
f/t:HFS-456:1jm:12/10/98:docname:62612.adv:disc34
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Columbia, Maryland 21044

www.rnmseycoolalaw.coxu (Wel) Site)

December 1, 1998
Via U.S. Mail

Elizabeth A. Yetley, Director

Office of Special Nutritional, HFS-450
Center for Food Safety and Applied Nutrition
Food and Drug Administration

200 C Street, S.W.

Washington, DC 20204

Dear Ms. Yetley:

410-992-9660 (Balt'unore)
301-596-5222 (Washington, D.C.)
410-992-954’0 (Facsi.ruile)

tuclzex@ranlscycoolzlawcom (E —mail)

Reply To: Eric E. Tuclzer, Esq.

Pursuant to 21 C.F.R. § 101.93(c), our client, Sumer Distributing Company, is hereby
notifying the Food and Drug Administration that within the last thirty (30) days it has commenced
marketing its Sumersun Renaissance Nutritional Supplement with the following structure/function

claims on the Product’s Label:
“Live Life with Energy”

and

“Liquid Solar Energy. Renaissance ™ rejuvenates your body at the cellular level while
increasing energy and stamina - complements of sunshine and biophysics. Our unique solar
distillation process uses the power of sunlight to transform the simple ingredients into a nutrient rich
energy blend. The benefits of concentrated plant originated proteins and nucleotides maximize the

antioxidant capabilities of Renaissance ™.”

These claims are immediately followed by the required disclaimer language in bold type.

EAClients\CLIENTS. WSR\Sumer\fda. letter.wpd



Letter to Elizabeth A. Yetley
December 1, 1998, Page 2

Sumer Distributing Company is also utilizing a brochure which will be distributed at the

point of sale of the Renaissance ™ product. A copy of the text of said brochure is attached hereto,
and the statements in said brochure are also being submitted pursuant to 21 C.F.R. §101.93.

Please let us know if there is any additional information required regarding this submission.

Enclosure

CERTIFICATION

Sumer Distributing Company hereby certifies that the information contained in this
Notice is a complete and accurate description of the structure/function claims made on the
labeling of the Renaissance ™ product label. Sumer Distributing Company further certifies that
is has substantiation that the statements on the product label and in the product brochure
submitted herein are truthful and not misleading.

s

@y: _»
\Watmn, President

|

E:\Clients\CLIENTS. WSR\Sumen\fda.letter. wpd
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